Sample size calculations for within-patient comparisons with a binary or survival endpoint.
Formulae are derived for the required number of failures needed in a randomized clinical trial with a binary or survival endpoint in which treatments are compared using multiple units within each patient. Calculation of the required total numbers of units and patients are illustrated by examples. These show that naive use of conventional calculations could underestimate the number of units and patients required, particularly if the number of units per patient is small.